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Clinical Trial Phases

Safety and Efficacy
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There are 4 phases of biomedical clinical trials:

Phase I studies usually test new drugs for the first time in a

small group of people to evaluate a safe dosage range and

identify side effects.

safety
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Phase Il studies test treatments that have been found to be

safe in phase |

but now need a larger group of human subjects to monitor

for any adverse effects.

Safety and Dosing

Dr.Kourosh Delpasand ,Pharm.D, LLM , PhD of Medical
Ethics, Assistant Professor at Guilan University of Medical

Sciences




-

Phase III studies are conducted on 1arger populations and in

different regions and countries, and are often the step right

before a new treatment is approved.

Safety and Efficacy
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Phase IV studies take place after country approval and there

is a need for further testing in a wide population over a

longer timeframe.

Post approval and Surveillance
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Hierarchy of Epidemiologic Study Design

Establish causality

Generate hypotheses
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Levels of Evidence

Randomized Controlled
Trials (RCTs)
“the gold standard”

¥

from one or more RCTs

Level I-1: BEwvidence from
controlled tnals without
randomization

Level 1I-2: Evidence from cohort or
case-control analytic studies

Level 1I-3: Evidence from multiple time series
(observational studies)

Level III: Opinions of respected authorities, based on clinical
experience, descriptive studies, or reports of expert
committees (ideally using formal consensus methods)
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Level IV: "Evidence” based on personal anecdote ("In my experience...”
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